CARBOXYMETHYLCELLULOSE SODIUM- carboxymethyicellulose
sodium solution/ drops
AvPAK

Disclaimer: Most OTC drugs are not reviewed and approved by FDA, however they may
be marketed if they comply with applicable regulations and policies. FDA has not
evaluated whether this product complies.

Carboxymethyicellulose Sodium Ophthalmic Solution 0.5%
(preservative free)

Lubricant Eye Drops

Active ingredient

Carboxymethylcellulose sodium 0.5%

Purpose

Eye lubricant

Uses

= For the temporary relief of burning, irritation, and discomfort due to dryness of the
eye or exposure to wind or sun.

= May be used as a protectant against further irritation.

Warnings

= For use in the eyes only.

= To avoid contamination, do not touch tip of container to any surface. Do
notreuse. Once opened, discard.

= Do not touch unit-dose tip to eye.

= If solution changes color or becomes cloudy, do not use.

Stop use and ask a doctor if

you experience eye pain, changes in vision, continued redness or irritation of the eye, or
if the condition worsens or persists for more than 72 hours.

Keep out of reach of children.

If swallowed, get medical help or contact a Poison Control Center right away (1-800-222-
1222).

Directions

To open, TWIST AND PULL TAB TO REMOVE. Instill 1 or 2 drops in the affected
eye(s) as needed and discard container.



Other information
= Use only if single-use container is intact.

= Store at room temperature 15°-30°C (59°-86°F).
= RETAIN THIS CARTON FOR FUTURE REFERENCE.

Inactive ingredients

Calcium chloride; hydrochloric acid; magnesium chloride; potassium chloride; purified
water; sodium chloride; sodium hydroxide and sodium lactate.

Questions or comments?
1-855-361-3993
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0.01 FL OZ (0.4 mL) each

This product instanty
muoisturizes and relieves
diry. irritated eyes with 2
fast-acting. long-Lasting
formaula for sensitive eyes.

This product comes in
preservative-free single-use
vials and are safe to use as
often 25 needed, so your
eyes c2n feel good -
arytime, anywhere.

1Thiss product is not
manufactered or distributed
by Allergan, Inc owmer of
the registered trademark
Refresh Plus® Lubricant
Eye Do

Distributed by:

AvKARE

Pulaski TH 33478

Rew 092020 AV 09,2020

IS 026 E| DET.'iﬂl




AVKARE

/ NDC 50268-067-50 \
Carboxymethylcellulose Sodium
- - 1
Ophthalmic Solution 0.5% PF
Lubricant Eye Drops \
[ T LE [ TAMPER EVDENT AL I POAN, BROTEN 33 Wi How T Use: W Ths i STy
Druy Facts To open TWIST AND PULL TAB KARE. and relieves dry, imitated eyes with
e P M o e TO REMOVE Instil 1 or 2 drops pE—— et 2cting, long-tsting ol
e in the affected eyes) as needed mﬁ,gﬂ el for sersitive eyes
!"?:..ﬁ;mr*., T and discard cornziner. P—
k..ad’fa" k mm NDC 50268-067-50 This mminpmﬁw
m free single-use vials and are safe to
For use in the eyes anly se a5 often 25 needed, o your eyes
- e Carboxymethylcellulose | mmresqms-mpime oowice
E%’mﬁ b ot i AT 4 Sodium Ophthalmic i o
SiEstmr J Solution 0.5% PF L
i = (preservative free) Lubrcant Ee D
= The condiion worsans or for mere than T2 hour. mmw
rrmli bﬁ%ﬂmpwmamw&irrﬂt Lubricant Eye Drops M{:E i
Lmﬁl- 1277, Pualaskd, TH 33473
—

*T TWIST AND PULL TAE TD REMINE.
» lord in the afiecied

#h‘rlmﬂlﬂpﬂﬂnlﬁ“ H°C (B -86°F)
ll'lﬂ' mrunerulrht

a3 needed and discand container,

L —

chionde, punfied wsler sodium chiode, sodun and sdiem

IE

Mi‘mswmmm
= 1-B55-361

Drug Facts
Active ii {in s r Purpose
Carbenyme o
Somnﬂﬁ Ey= Lubricant
e
-qu:l-rmgr-k‘whurhg.hﬂalorn:hmmduw
= fiowind or mn
Iﬁ“ m-a[ ciant against furder irriziion
For use i e eyes only
o mt us=
= [ solution changes color or becoimes choudy.
‘When eming this product
& Ayl caniamiran, on not ouch 90 of conteineT I any Srsace.

= Do noftreese. Once opaned, discard
= D ot fouch unit-dose Ho boeps.
use and ask 2 docior
* 'fou sxperience eye pain, changes. in vision, confnued redness or
IRt of e e
& The Condian Wanens O perists for Mefe fian 72 bours.
Keop s and all out of e reach of children.
H ewalowed, et el or camiact 2 Polson Castel Cemer right

ey (1800 222.1222)
[ Tirections

Jnmmmmmm
1 or 2 draps In e affecied eyefs) s nesded and Secand containet |

(ther information
= Siowe at room = 157-30°C 50788
=l rmmmmumm 'Zl

'THiE EAETON FOR FUTURE REFEREMCE.

inactve mgredenis
Calchurm ioricE, byerochions Sk, Magresium Chionce, posssum
dluﬂe purifiadwaier, sodium chionide, sodum hydnoside and sodum

ﬂu'uimnr comments?
1355 361-2000

How To Use:

T open TWISTAND PULL TAB

TO REMIOVE Instill 1 or 2 drops

in the affiected eyefs) as neaded

and discard contziner.

/r‘\m" /-‘;
b ", £

J

MOISTURIZING RELIEF

Immediate, Soothing Relief for Dry Eyes

50 Sterile Single-Use Containers
0,01 FLOZ (04 mi) each

AVKARE

NDC 50268-067-70
Carboxymethylcellulose Sodium

Ophthalmic Solution 0.5% PF
Lubricant Eye Drops

AVKARE

Compare to Refresh Plus®
Lubricant Eye Drops active

imgrediemt®

HDC 30268-DE7-T0

Carboxymethylcellulose
Sodium Ophthalmic
Solution 0.5% PF
(preservative free)

Lubricant Eye Drops

MOISTURIZING RELIEF

Immediate, Soothing Relief for Dry Eyes

700 Sterile Single-llse Containers
001 FLOZ {04 mil} each

Rev. 092020 AV 052010

JIJMML

This product instantly moisturizes

and relieves dry, imitated eyes with
a fast-acting, long-lasting formula

for sensitive eyes.

This product comes in presenvative-
free single-use vials and are safe to
use as ofien a5 needed, S0'your eyes
can feel good - anytime, amywhere.
HThis prodect is not marefactured or
distriburted by Allengan, Inc_ oemer of

the registered trademark Refresh Pls®
Lubricamt Eye Drops.

Distributed by:

FEARE

Pualaski, TH 38473

Rev. 022020 A 05,2010

Ia{l IM F?Bl

Product Information

CARBOXYMETHYLCELLULOSE SODIUM

carboxymethylcellulose sodium solution/ drops




Product Type HUMAN OTC DRUG

Route of Administration OPHTHALMIC

Active Ingredient/Active Moiety

Ingredient Name

CARBOXYMETHYLCELLULOSE SODIUM (UNIl: K6790BS311)
(CARBOXYMETHYLCELLULOSE - UNII:05)Z17B19X)

Inactive Ingredients

Ingredient Name
CALCIUM CHLORIDE (UNII: M4I0D6VV5M)
MAGNESIUM CHLORIDE (UNII: 02F3473H90)
POTASSIUM CHLORIDE (UNIl: 660YQ98I10)
WATER (UNIl: 059QFOKOOR)
SODIUM CHLORIDE (UNII: 451\W471Q8X)
SODIUM LACTATE (UNIl: TU7HWOWOQT)
HYDROCHLORIC ACID (UNIl: QTT17582CB)
SODIUM HYDROXIDE (UNII: 55X04QC32I)

Packaging
# Item Code Package Description
NDC:50268- :
e 30 in 1 CARTON
1 0.4 mL in 1 VIAL, SINGLE-USE; Type 0: Not a
Combination Product
NDC:50268- :
2 7o 50 in 1 CARTON
2 0.4 mL in 1 VIAL, SINGLE-USE; Type 0: Not a
Combination Product
NDC:50268- .
3 067-70 70 in 1 CARTON
3 0.4 mL in 1 VIAL, SINGLE-USE; Type 0: Not a

Combination Product

Marketing Information

Marketing
Category

OTC monograph final

Application Number or Monograph
Citation

part349

Labeler - ArAk (832926666)

Revised: 11/2022

Item Code (Source)

NDC:50268-067

Basis of Strength  Strength

CARBOXYMETHYLCELLULOSE 5 mg
SODIUM in 1 mL

Strength

Marketing Start Marketing End
Date Date

11/19/2020

11/19/2020

11/19/2020

Marketing Start
Date

11/19/2020

Marketing End
Date
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